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DETAILED ACTION 

This office action is responsive to communication filed 6/18/2008. The status of 
the claims is as follows: claims 20-21 and 41 are under current examination. 
The following rejections have been withdrawn: 

1 . 35 USC 103 (Chaix and Schwartz) 

Applicant provides that the teachings of Chaix and Schwartz do not relate to the 
claimed invention. While Chaix teaches an increase in nuclease resistance by inserting 
a 3'-3' linker in a sequence of different function than that of the claimed CpG-containing 
sequences, the ordinary artisan would not have predicted that the "accessibility of the 3' 
ends was not critical to immunostimulatory activity" (see REMARKS, page 7). This is 
found persuasive. According to the applied references, it would have only been obvious 
for the ordinary artisan to try and given a fundamental change in the oligonucleotide's 
structure, the artisan would not have been able to predict that the sequence would 
maintains its immunostimulatory function. 

2. 35 USC 103 (Chaix, Schwartz, Smee and Schneider and Chait). 

Applicant provides that the teachings of Smee as well as Schneider and Chait fail 
to provide a 7-deazaguanosine in the context of an immunostimulatory dinucleotide of 
formula CpG as claimed. The argument is persuasive. According to the teachings, there 
is no motivation to insert such an analog in this motif particularly because it would not 
have been predictable to the ordinary artisan that the CpG* would have maintained its 
functional role as an immunostimulatory dinucleotide as claimed given insertion of this 
analog would lead to altered structure of the oligonucleotide. The skilled artisan could 
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not have predicted, for example, that the CpG* would maintain its affinity to TLR's or 
lead to any specific immunostimulatory result following administration. 

Double Patenting-MAINTAINED 
These rejections are maintained and Applicant will address them as necessary at 
a later time. Note that Double Patenting rejection with copending Application No. 
1 1/270805 has been withdrawn due to claim cancellations. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claim 1 of copending Application No. 11/174448. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because both sets of 
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claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1 of 
copending Application No. 11/234074. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both sets of claims 
are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1 of 
copending Application No. 11/234075. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both sets of claims 
are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1 of 
copending Application No. 11/174002. Although the conflicting claims are not 
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identical, they are not patentably distinct from each other because both sets of claims 
are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claim 1 of copending Application No. 11/173983. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claim 1 of copending Application No. 11/173794. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
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claim 1 of copending Application No. 11/174282. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1 of 
copending Application No. 11/173938. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both sets of claims 
are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claim 1 of copending Application No. 11/174450. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claims 20-21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1, 3 and 5 of copending Application No. 10/757345. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because both 
sets of claims are drawn to an oligonucleotide comprising a linker and two accessible 5' 
ends. Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claims 1 and 3 of U. S. Patent No. 7276489 since the claims, if 
allowed, would improperly extend the "right to exclude" already granted in the 
patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to 2'- 
deoxy-7-deazaguanosine. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 
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Double Patenting-NEW 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claims 1-3 of U. S. Patent No. 7105495 since the claims, if allowed, 
would improperly extend the "right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to T- 
deoxy-7-deazaguanosine. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
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the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claim 1 of U. S. Patent No. 77115579 since the claims, if allowed, 
would improperly extend the "right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to 2'- 
deoxy-7-deazaguanosine. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claims 1 of U. S. Patent No. 7176296 since the claims, if allowed, 
would improperly extend the "right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to 2'- 
deoxy-7-deazaguanosine. 
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Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claims 1 and 3 of U. S. Patent No. 7276489 since the claims, if 
allowed, would improperly extend the "right to exclude" already granted in the 
patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to 2'- 
deoxy-7-deazaguanosine. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claims 20-21 and 41 are rejected on the ground of nonstatutory double 
patenting over claims 1 and 6 of U. S. Patent No. 7407944 since the claims, if 
allowed, would improperly extend the "right to exclude" already granted in the 
patent. 
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The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: both sets of claims are drawn to an oligonucleotide 
comprising a linker and two accessible 5' ends. Both sets of claims are drawn to 2'- 
deoxy-7-deazaguanosine. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 26 and 30 of copending Application No. 10/846167. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because both 
sets of claims are drawn to an oligonucleotide comprising a linker and two accessible 5' 
ends. Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 18, 22-28, 30, 32 and 34 of copending Application No. 10/865245. Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
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because both sets of claims are drawn to an oligonucleotide comprising a linker and two 
accessible 5' ends. Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-56 and 58-61 of copending Application No. 11/257769. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because both sets of claims are drawn to an oligonucleotide comprising a linker and two 
accessible 5' ends. Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-2 of copending Application No. 11/906781. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
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claims 14-21 of copending Application No. 11/876913. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because both 
sets of claims are drawn to an oligonucleotide comprising a linker and two accessible 5' 
ends. Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 20, 21 and 41 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over 
claims 1-3 of copending Application No. 12/020694. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because both sets of 
claims are drawn to an oligonucleotide comprising a linker and two accessible 5' ends. 
Both sets of claims are drawn to 2'-deoxy-7-deazaguanosine. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHELLE HORNING whose telephone number is 
(571)272-9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 
EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michelle Horning/ 
Examiner, Art Unit 1648 
/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



